Dear Senators HEIDER, Nuxoll, Bock, and
Representatives WOOD, Perry, Rusche:

The Legislative Services Office, Research and Legislation, has received the enclosed rules of

the Board of Pharmacy:

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - HB 017 (CPE) (Docket No.
27-0101-1207);

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - Compounding standards (Docket
No. 27-0101-1301);

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - Acceptable ID for controlled
substance prescriptions (Docket No. 27-0101-1302).

Pursuant to Section 67-454, Idaho Code, a meeting on the enclosed rules may be called by the
cochairmen or by two (2) or more members of the subcommittee giving oral or written notice to Research
and Legislation no later than fourteen (14) days after receipt of the rules analysis from Legislative
Services. The final date to call a meeting on the enclosed rules is no later than 10/09/2013. If a meeting is
called, the subcommittee must hold the meeting within forty-two (42) days of receipt of the rules analysis
from Legislative Services. The final date to hold a meeting on the enclosed rules is 11/07/2013.

The germane joint subcommittee may request a statement of economic impact with respect to a
proposed rule by notifying Research and Legislation. There is no time limit on requesting this statement,
and it may be requested whether or not a meeting on the proposed rule is called or after a meeting has
been held.

To notify Research and Legislation, call 334-4845, or send a written request to the address on the

memorandum attached below.
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Legislative Services Oflice
Idaho State Legislature

Jelf ¥ ouiz Serving faho s Caizen legralatiure
Director
MEMORANDUM
TO: Rules Review Subcommittee of the Senate Health & Welfare Committee and the House Health
& Welfare Committee
FROM: Senior Legislative Research Analyst - Ryan Bush
DATE: September 20, 2013

SUBJECT: Board of Pharmacy

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - HB 017 (CPE) (Docket No. 27-0101-1207)

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - Compounding standards (Docket No.
27-0101-1301)

IDAPA 27.01.01 - Rules of the Idaho State Board of Pharmacy - Acceptable ID for controlled substance
prescriptions (Docket No. 27-0101-1302)

(1) 27.01.01 - Rules of the Idaho State Board of Pharmacy - HB 017 (CPE) (Docket No. 27-0101-
1207)

The Idaho State Board of Pharmacy submits notice of proposed rulemaking at IDAPA 27.01.01 Rules of
the Idaho State Board of Pharmacy - HB 017 (CPE). The Board states that this rulemaking brings 27.01.01 into
conformity with House Bill 17 (2013). Specifically, this rulemaking accomplishes the following:

(1) Reduces the amount of Board-approved continuing pharmacy education (CPE) and provides more
structure for such CPE;

(2) Requires more CPE that is accredited by the Accreditation Counsel for Pharmacy Education or Con-
tinuing Medical Education;

(3) Mandates one hour of CPE for all pharmacists engaged in the practice of sterile compounding;

(4) Clarifies that four ounces is the maximum allowable quantity of a CV scheduled controlled substance
that can be dispensed by a pharmacist without prescription;

(5) Provides for information that must be included in an application to the Board for approval of a CPE
program;

(5) Allows drugs to be stored and removed from a secured area adjacent to a pharmacy pursuant to security
restrictions; and

(6) Clarifies that pharmacy structural security rules pertain to all pharmacies.

Mike Nugent, Manager Cathy Holland-Smith, Manager April Renfro, Manager Glenn Harris, Manager
Research & Legislation Budget & Policy Analysis Legislative Audits Information Technology
Statehouse, P.O. Box 83720 Tel: 208-334-2475

Boise, Idaho 83720-0054 www.legislature.idaho.gov



The Board states that negotiated rulemaking was conducted and Notices of Intent to Promulgate Rules
were published in the December 2012, January, February, March, May, July and August issues of the Idaho
Administrative Bulletin. The Board states that there will be a minimal positive fiscal impact in the form of
saved personnel time.

The proposed rule appears to be within the statutory authority granted to the Board in Section 54-1717,
Idaho Code.

(2) 27.01.01 - Rules of the Idaho State Board of Pharmacy - Compounding standards (Docket No.
27-0101-1301)

The Idaho State Board of Pharmacy submits notice of proposed rulemaking at IDAPA 27.01.01 Rules of
the Idaho State Board of Pharmacy - Compounding standards. The Board states that this rulemaking establishes
standards for the compounding of drugs in the following ways:

(1) Provides general compounding standards that regulate ingredients, prohibited acts, equipment, com-
promised drugs and hazardous drugs;

(2) Provides a scope of practice that regulates compounding of commercially available drugs, anticipa-
tory compounding, compounding and distributing for office use, compounding for research and reconstitution
exceptions; and

(3) Establishes drug compounding controls that regulate policies and procedures, compounding accuracy,
certain records and labeling.

The Board further states that this rulemaking expands sterile product preparation rules by defining prod-
ucts that require sterilization, compounding responsibilities, environmental controls, equipment, sterile haz-
ardous drugs, documentation requirements and policy and procedures. The FDA's Compliance Policy Guide-
line relating to compounding is incorporated by reference into these rules.

The Board states that negotiated rulemaking was conducted and Notices of Intent to Promulgate Rules
were published in the December 2012, January, February, March, May, July and August issues of the Idaho
Administrative Bulletin. The Board states that there will be a fiscal impact of approximately ten thousand
dollars ($10,000) from its request for funding to send Board inspectors to sterile compounding training.

The proposed rule appears to be within the statutory authority granted to the Board in Section 54-1717,
Idaho Code.

(3) 27.01.01 - Rules of the Idaho State Board of Pharmacy - Acceptable ID for controlled substance
prescriptions (Docket No. 27-0101-1302)

The Idaho State Board of Pharmacy submits notice of proposed rulemaking at IDAPA 27.01.01 Rules of
the Idaho State Board of Pharmacy - Acceptable ID for controlled substance prescriptions. The Board states that
this rulemaking updates the list of acceptable forms of identification required to receive controlled substances
prescriptions. These new forms of identification include a U.S. passport card ( PASS Card) and Western Hemi-
sphere Travel Initiative (WHTI) documents, including an Enhanced Driver's License or Nexus Air Card.

The Board states that negotiated rulemaking was not conducted because the rule is simple in nature. There
is no fiscal impact associated with this rulemaking.

The proposed rule appears to be within the statutory authority granted to the Board in Section 54-1717,
Idaho Code.
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cc: Board of Pharmacy
Mark Johnston, R.Ph.
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IDAPA 27 - BOARD OF PHARMACY
27.01.01 - RULES OF THE IDAHO STATE BOARD OF PHARMACY
DOCKET NO. 27-0101-1207
NOTICE OF RULEMAKING - PROPOSED RULE

AUTHORITY: In compliance with Section 67-5221(1), Idaho Code, notice is hereby given that this agency has
initiated proposed rulemaking procedures. The action is authorized pursuant to Section 54-1717, 1daho Code.

PUBLIC HEARING SCHEDULE: Public hearing(s) concerning this rulemaking will be scheduled if requested in
writing by twenty-five (25) persons, a political subdivision, or an agency, not later than October 16, 2013.

The hearing site(s) will be accessible to persons with disabilities. Requests for accommodation must be made not
later than five (5) days prior to the hearing, to the agency address below.

DESCRIPTIVE SUMMARY: The following is a nontechnical explanation of the substance and purpose of the
proposed rulemaking:

These rules would create harmony with 2013's House Bill No. 017 and other sections of 1daho Code, reduce the
amount of and place more structure around Board approved continuing pharmacy education (CPE) thus requiring
more CPE that is accredited with the Accreditation Counsel for Pharmacy Education or Continuing Medical
Education, which are the two national agencies recognized by the federal Department of Education for such activities,
mandate one (1) hour of CPE for all pharmacists engaged in the practice of sterile compounding, clarify that four (4)
ounces is the maximum alowable quantity of a CV scheduled controlled substance that can be dispensed by a
pharmacist without prescription, allow drugs to be stored and removed from a secured area adjacent to a pharmacy
pursuant to many restrictions, and clarify that pharmacy structural security rules pertain to all pharmacies.

FEE SUMMARY: Thefollowing is a specific description of the fee or charge imposed or increased: None.

FISCAL IMPACT: The following is a specific description, if applicable, of any negative fiscal impact on the state
general fund greater than ten thousand dollars ($10,000) during the fiscal year resulting from this rulemaking:

Minimal positive impact in the form of saved personnel time approving continuing pharmacy education.

NEGOTIATED RULEMAKING: Pursuant to Section 67-5220(1), ldaho Code, negotiated rulemaking was
conducted. The Natices of Intent to Promulgate Rules - Negotiated Rulemaking were published in the December 5,
2012 Idaho Administrative Bulletin, Vol. 12-12, page 62; January 2, 2013 Idaho Administrative Bulletin, Vol. 13-1,
page 182; February 6, 2013 Idaho Administrative Bulletin, Vol. 13-2, page 28; March 6, 2013 Idaho Administrative
Bulletin, Vol. 13-3, page 13; May 1, 2013 Idaho Administrative Bulletin, Vol. 13-5, page 83; July 3, 2013 Idaho
Administrative Bulletin, Vol. 13-7, page 79; and August 7, 2013 Idaho Administrative Bulletin, Vol. 13-8, page 293.

INCORPORATION BY REFERENCE: Pursuant to Section 67-5229(2)(a), Idaho Code, the following is a brief
synopsis of why the materials cited are being incorporated by referenceinto thisrule: N/A

ASSISTANCE ON TECHNICAL QUESTIONS, SUBMISSION OF WRITTEN COMMENTS: For assistance
on technical questions concerning the proposed rule, contact Mark Johnston, Executive Director, at (208) 334-2356.

Anyone may submit written comments regarding this proposed rulemaking. All written comments must be
directed to the undersigned and must be delivered on or before October 23, 2013.

DATED this 30" day of August, 2013.

Mark Johnston, R.Ph. P. O. Box 83720

Executive Director Boise, ID 83720-0067
Board of Pharmacy Telephone: (208) 334-2356
1199 W. Shoreline Ln., Ste. 303 FAX: (208) 334-3536
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BOARD OF PHARMACY Docket No. 27-0101-1207
Rules of The Idaho State Board of Pharmacy Proposed Rulemaking

THE FOLLOWING ISTHE PROPOSED TEXT FOR DOCKET NO. 27-0101-1207

029. PHARMACIST LICENSE OR REGISTRATION.

01. Practice in Idaho. All pharmacists practicing pharmacy in the state of Idaho must be licensed

according to the Board's laws. (7-1-13)

02. Practice Into 1daho. Unless statutorily exempted, all pharmacists practicing pharmacy into the

state of 1daho must be licensed or registered as follows: (7-1-13)
a. The following pharmacists must be licensed to provide centralized pharmacy servicesinto Idaho:

(7-1-13)

i Pharmacists engaged in the independent practice of pharmacy across state lines as defined by the

Pharmacist Independent Practice Rule. (7-1-13)

ii. Pharmacists practicing from a central drug outlet that is not a pharmacy. (7-1-13)

. Pharmacists practicing from a remote office location. ( )

b. The following pharmacists not licensed in Idaho must be registered to practice pharmacy into

Idaho. (7-1-13)

i The PIC or director of anonresident central drug outlet or mail service pharmacy. (7-1-13)

ii. Pharmacists practicing from a pharmacy or its COE. (7-1-13)

(BREAK IN CONTINUITY OF SECTIONS)

035. PHARMACIST REGISTRATION TO PRACTICE PHARMACY INTO IDAHO.
To be registered to practice pharmacy into Idaho an applicant must submit an application in the manner and form
prescribed by the Board including, but not limited to: (7-1-13)

01. Individual License Information. Current pharmacist licensure information in al other states,
including each state of licensure and each license number; (7-1-13)

02. Facility License I nformation. The license or registration number of the facility frem for which the

applicant will be practicing. (7-1-13)! )

(BREAK IN CONTINUITY OF SECTIONS)

050. CPE: PROGRAM CRITERIA.

01. Board Approval of CPE Programs. The Board recognizes CPE program accreditation by ACPE
and CME CPE programs not accredlted by e|ther ACPE or CME must be approved by the Board. Application-for
P . s oA A _sponsoring organization, presenter or continuing
educatlon coordinator mav a,oplv to the Board for accred|tat|on of a CPE program. An application must be submitted
twenty-one (21) days in advance of the program and must include: (3-21-12)/ )

a. The name of previderor-spenser the sponsoring organization, if applicable; 3-21-12)( )
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BOARD OF PHARMACY Docket No. 27-0101-1207

Rules of The Idaho State Board of Pharmacy Proposed Rulemaking
b. The typetitle of the program offered; (3-21-12)/ )
C. The learning objectives and Aa description of the subject matter; (3-21-12)/ )
d. The nurmber-of-elock-heurs-offered method and materials for assessing the learning objectives;
@2 )
e The method of evaluating satisfactory completion of the program; 3-21-12)( )
f. The dates, time schedule, number of clock hours and location of the program; and
G2 )
0. The names and qualifieations curriculum vitae or resume of instructors or other persons responsible
for the delivery and content of the program-;_and 3-21-12)( )

h. A copy of the materials to be offered to the participants and the program to be presented (el ectronic
or hard copy). if applicable.

02. Postgraduate Education. A CPE program must consist of postgraduate education in one or more
of the following general areas: (3-21-12)
a. The socioeconomic and legal aspects of health care; (3-21-12)
b. The properties and actions of drugs and dosage forms; or (3-21-12)
C. The etiology, characteristics, and therapeutics of a disease state. (3-21-12)
03. Evidence of Satisfactory Completion. A CPE program must provide evidence of satisfactory
completion by participants. (3-21-12)

04. Qualified Instruction. The program presenter must be qualified in the subject matter by education
or experience. (3-21-12)

(BREAK IN CONTINUITY OF SECTIONS)

052. CPE: REQUIREMENTS.
Each pharmacist applicant for license renewal must annually complete fifteen (15) CPE hours. (4-4-13)

01. ACPE or CME. At a minimum, eight twelve (812) of the CPE hours obtained must be all or a
combination of ACPE or CME accredited programs. ACPE accredited activities must have a participant designation
of “P" (for pharmacist) as the suffix of the ACPE universal program number. (4-4-13)! )

02. Pharmacy L aw. One (1) of the CPE hours obtained must i
address federal, state or local law effecting the practice of pharmacy.

@3y )

03. Board Approved. A maximum of six three (63) of the CPE hours obtained may be Board-
approved programs not accredited through ACPE or CME. (4-4-13)! )
04. Live Attendance. Three (3) of the CPE hours obtained must be by attendance at live or
synchronous online CPE programs. (4-4-13)
05. Immunizer Qualification. To maintain qualification to administer immunizations, a minimum of
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BOARD OF PHARMACY Docket No. 27-0101-1207
Rules of The Idaho State Board of Pharmacy Proposed Rulemaking

one (1) of the ACPE-approved CPE hours must be related to vaccines, immunizations, or their administration.
(4-4-13)

06. Serile Compounding Requirement. To engage in the practice of sterile compounding aminimum
of one (1) of the CPE hours must be ACPE accredited and related to the practice of sterile compounding. ( )

06e7. Carryover of Certain Unused Units. CPE hours accrued during June of alicensing period may be
carried over into the next licensing period to the extent that a pharmacist's total CPE hours for the current licensing

period exceed the total CPESs hours required by these rules. (4-4-13)
048. New Pharmacist Exemption. Recent pharmacist graduates applying for the first license renewal
are not required to complete or certify the annual CPE requirements. (3-21-12)
8539. EPRE: Requirementsfor Dual Licenses. ( )

S1a. tdahetieenrsee: An ldaho-licensed pharmacist residing in another state must meet Idaho CPE
requirements to be granted an Idaho license renewal. (3-21-12)( )

82b.  Apprevak. CPE programs attended by an Idaho-licensed pharmacist for purposes of satisfying
licensing requirements of another state must be accredited by either ACPE or CME or must be approved by the Board
to also be recognized for purposes of renewal of the pharmacist’s Idaho license. L2442

0543. -- 059. (RESERVED)

(BREAK IN CONTINUITY OF SECTIONS)

11 PRESCRIPTION DRUG ORDER: MINIMUM REQUIREMENTS.
A prescription drug order must comply with applicable requirements of federal law and, except as differentiation is

permitted for a drug order, must include at |east the following: (3-21-12)
01. Patient’s Name. The patient’s name and: (3-21-12)
a. If for a controlled substance, the patient’s full name and address; and (3-21-12)
b. If for an animal, the species. (3-21-12)
02. Date. The date issued. (3-21-12)
03. Drug Information. The drug name, strength, quantity, and if for a controlled substance, the dosage
form. (3-21-12)
04. Directions. The directions for use. (3-21-12)
05. Prescriber Information. The name and, if for a controlled substance, the address and DEA
registration number of the prescriber. (3-21-12)
06. Signature. If paper, the pre-printed, stamped, or hand-printed name and written signature of the
prescriber, or if statutorily allowed, the prescriber’s agent’s signature, and if electronic, the prescriber’s electronic
signature. (3-21-12)( )

112. DRUG ORDER: MINIMUM REQUIREMENTS.
A drug order must comply with applicable requirements of federal law and must include at least the following:
(3-21-12)
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BOARD OF PHARMACY Docket No. 27-0101-1207

Rules of The Idaho State Board of Pharmacy Proposed Rulemaking
01. Patient’s Name. The patient’s name. (3-21-12)
02. Date. The date issued. (3-21-12)
03. Drug Information. The drug name, strength, and route of administration. (3-21-12)
04. Directions. The directions for use. (3-21-12)
05. Prescriber Information. The name of the prescriber. (3-21-12)
06. Signature. If written, the signature of the prescriber or if statutorily allowed, the prescriber’s agent.

(BREAK IN CONTINUITY OF SECTIONS)

202. CONTROLLED SUBSTANCES: NON-PRESCRIPTION DISPENSING.
A Schedule V non-prescription controlled substance may be dispensed to aretail purchaser as permitted or restricted
by these rules. (3-21-12)

01. Dispensing by a Technician Prohibited. Technicians are prohibited from dispensing a non-
prescription controlled substance even if under the direct supervision of a pharmacist, but may transact the sale and
deliver the product after the pharmacist has fulfilled his professional and legal responsihilities. (3-21-12)

02. Restricted Quantity. No more than four (4) ounces of liquid containing a maximum of two
hundred (200) milligrams of codeine per one hundred (100) milliliters or per one hundred (100) grams may be
distributed at retail to the same purchaser in any forty-eight (48) hour period. 3-21-12)( )

03. Purchaser’s Age. A purchaser of a non-prescription controlled substance must be at least eighteen
(18) years of age. (3-21-12)
04. Identification Required for Purchase. The pharmacist must obtain positive identification as
required by these rules that, if appropriate, includes proof of age of the purchaser of a non-prescription Schedule V
controlled substance. (3-21-12)
05. Bound Record Book and Patient Signature Required. A bound record book must be used to
document sales of non-prescription Schedule V' controlled substances and must record the following: (3-21-12)
a. The name and address of the purchaser; (3-21-12)
b. The name and quantity of the controlled substance purchased; (3-21-12)
C. The date of the purchase; (3-21-12)
d. The name or initials of the pharmacist who dispensed the substance to the purchaser; and (3-21-12)
e The signature of the purchaser. (3-21-12)

(BREAK IN CONTINUITY OF SECTIONS)

604. PHARMACY PRODUCT STORAGE AND REMOVAL.
Prescription drugs, devices, and other products restricted to sale or dispensing by, or under the supervision of, a
pharmacist must be stored in the pharmacy and must not be sold, delivered, or otherwise removed from a pharmacy
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BOARD OF PHARMACY Docket No. 27-0101-1207

Rules of The Idaho State Board of Pharmacy Proposed Rulemaking
unless a pharmacist is present, except: ( )
01, Emergency Drug Access and Pharmacist Absence. aAs alowed by these rules for emergency

access to an institutional pharmacy-;

02. Institutional Facility Alternative Sorage. In aninstitutional facility these restricted products may
also be stored in an alternative designated area that is appropriately equipped to ensure compliance with drug product
storage requirements, to provide adequate security and protection from diversion, and that otherwise complies with
applicable requirements of theserules:;

03. Storage for Delivery. Filled prescriptions may be picked up for delivery from a pharmacy when
the pharmacy is closed for business if:

[

a. The prescrlptlons are placed in a secured delivery area equipped with adequate security, including
an alarm or comparable monitoring system, to prevent unauthorized entry, theft and diversions;

E

b. The secured delivery area has walls that extend to the roof, solid core or metal doors, and all doors
and other access points must be equipped with locking devices and be constructed in a manner that the hinge

hardware is accessible only from inside the secured delivery area; ( )
C. The secured delivery area appropriately safequards product integrity in accordance with USP-NF
reguirements; )
d. The secured delivery area is attached or located adjacent to the pharmacy that filled the
prescriptions; )
e The PIC, or a pharmacist designated by the PIC, and the approved transport agent solely have
access to the secure delivery area. Two (2) factor credentialing is required for entry, which must include two (2) of the

following:

i. Something you know (a knowledge factor);

L L

ii. Something you have (a hard token stored separately from the computer being accessed); and

)

iii. Something you are (biometric information); ( )

f. The pharmacy has ameans of recording the time of entry and the identity of all persons who access

the secured delivery area; ( )

The pharmacy maintains immediately retrievable records of all persons who have accessed the
secured delivery area and each prescription stored and removed for delivery;

[

h. The pharmacy maintains written policies and procedures for the secured delivery storage and
removal of prescriptions; and

i The PIC of a pharmacy that ships drugs by common carrier shall require the common carrier to

conduct criminal background checks on its employees who have access to the secured delivery area; and ( )
04. Qualified Returns to the Secured Delivery Area. A pharmacist or a pharmacy, by means of its
agent, may accept the return of the following drugs or devices to the secured delivery area: C )
a Emergency Kkits; )
b. Prescriptions that were unsuccessfully delivered by the pharmacy, a pharmacist, or its agent; (ai)
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BOARD OF PHARMACY Docket No. 27-0101-1207

Rules of The Idaho State Board of Pharmacy Proposed Rulemaking
C. Those deemed qualified for return pursuant to Section 262 (Restricted Return of Drugs or Devices)
of theserules. ( )

605. PHARMACY SECURITY.

01. Basic Security Standards. A pharmacy must be constructed and equipped with adequate security,
and at least while closed, utilize an alarm or other comparable monitoring system to protect its equipment, records,
and supply of drugs, devices, and other restricted sale items from unauthorized access, acquisition, or use.
Pharmacies without an alarm or other monitoring system as of the effective date of this rule must comply with this

rule upon completion of a structural remodel. (3-21-12)

02. Non-Institutional Pharmacy Security During Pharmacist Absence. A non-institutional

pharmacy must be closed for business and secured during all times a pharmacist is not present except: (4-4-13)

a. If atechnician or student pharmacist is on to duty, to allow brief pharmacist absences within the

business establishment; or (4-4-13)
b. To perform professional servicesin the peripheral areasimmediately outside of the pharmacy.

(4-4-13)

03. Sructural Security Requirements. If a pharmacy is located within an establishment that is open
to the public for business at times when a pharmacist is not present, the pharmacy must be totally enclosed in a
manner sufficient to provide adequate security for the pharmacy, as required by this rule and approved by the Board.

All pharmacies must meet the following security requirements: 3-21-12)( )
a. Pharmacy walls must extend to the roof or the pharmacy must be similarly secured from
unauthorized entry. (3-21-12)
b. Solid core or metal doors are required for new or remodeled pharmacies after the effective date of
thisrule. (4-4-13)
C. Doors and other access points must be constructed in a manner that the hinge hardware is
accessible only from inside of the pharmacy and must be equipped with locking devices. (3-21-12)
d If used, a“drop box” or “mail slot” allowing delivery of prescription drug orders to the pharmacy

during hours closed must be appropriately secured against theft, and the pharmacy hours must be prominently visible
to the person depositing the prescription drug order. Prescriptions must not be accepted for delivery to the pharmacy
or for depositing in the drop box by non-pharmacy employees of aretail establishment. (3-21-12)

04. Restricted Access to the Pharmacy. No one must be allowed entrance to the closed and secured
pharmacy unless under the direct supervision of a pharmacist or except as permitted by these rules for an institutional
pharmacy. (3-21-12)
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IDAPA 27 - BOARD OF PHARMACY
27.01.01 - RULES OF THE IDAHO STATE BOARD OF PHARMACY
DOCKET NO. 27-0101-1301
NOTICE OF RULEMAKING - PROPOSED RULE

AUTHORITY: In compliance with Section 67-5221(1), Idaho Code, notice is hereby given that this agency has
initiated proposed rulemaking procedures. The action is authorized pursuant to Section 54-1717, 1daho Code.

PUBLIC HEARING SCHEDULE: Public hearing(s) concerning this rulemaking will be scheduled if requested in
writing by twenty-five (25) persons, a political subdivision, or an agency, not later than October 16, 2013.

The hearing site(s) will be accessible to persons with disabilities. Requests for accommodation must be
made not later than five (5) days prior to the hearing, to the agency address below.

DESCRIPTIVE SUMMARY: The following is a nontechnical explanation of the substance and purpose of the
proposed rulemaking:

The New England Compounding Center tragedy, whereby 52 Americans have died so far from tainted injectible
compounded product, has highlighted the need for tighter compounding regulation. This rulemaking establishes
standards for the compounding of drugs, including general compounding standards that regulate ingredients,
prohibited acts, equipment, compromised drugs, and hazardous drugs, scope of practice that regulates compounding
of commercially available drugs, anticipatory compounding, compounding and distributing for office use,
compounding for research, and reconstitution exceptions, and drug compounding controls that regulates policies and
procedures, compounding accuracy, certain records, and labeling. These rule changes also expand sterile product
preparation rules, including defining products that require sterilization, compounding responsibilities, environmental
controls, equipment, sterile hazardous drugs, documentation regquirements, and policy and procedures.

FEE SUMMARY: The following is a specific description of the fee or charge imposed or increased: None.

FISCAL IMPACT: The following is a specific description, if applicable, of any negative fiscal impact on the state
general fund greater than ten thousand dollars ($10,000) during the fiscal year resulting from this rulemaking:

The Board envisions requesting about ten thousand dollars ($10,000) to send the Board's inspectors to sterile
compounding training.

NEGOTIATED RULEMAKING: Pursuant to Section 67-5220(1), ldaho Code, negotiated rulemaking was
conducted under Docket No. 27-0101-1207. The Notices of Intent to Promulgate Rules - Negotiated Rulemaking
were published in the December 5, 2012 Idaho Administrative Bulletin, Vol. 12-12, page 62; January 2, 2013 Idaho
Administrative Bulletin, Vol. 13-1, page 182; February 6, 2013 Idaho Administrative Bulletin, Vol. 13-2, page 28;
March 6, 2013 Idaho Administrative Bulletin, Vol. 13-3, page 13; May 1, 2013 Idaho Administrative Bulletin, Vol.
13-5, page 83; July 3, 2013 Idaho Administrative Bulletin, Vol. 13-7, page 79; and August 7, 2013 Idaho
Administrative Bulletin, VVol. 13-8, page 293.

INCORPORATION BY REFERENCE: Pursuant to Section 67-5229(2)(a), Idaho Code, the following is a brief
synopsis of why the materials cited are being incorporated by referenceinto thisrule;

The New England Compounding Center tragedy, whereby 52 Americans have died so far from tainted injectible
compounded product, has highlighted the need for tighter compounding regulation. The FDA's Compliance Policy
Guidance for FDA Staff and Industry, Sec. 460.200, Pharmacy Compounding, Appendix A (Reissued May 29, 2002)
has been incorporated by reference into these rules to prohibit the compounding of drugs for human use that were
withdrawn or removed from the market for safety reasons.

ASSISTANCE ON TECHNICAL QUESTIONS, SUBMISSION OF WRITTEN COMMENTS: For assistance
on technical questions concerning the proposed rule, contact Mark Johnston, Executive Director, at (208) 334-2356.

Anyone may submit written comments regarding this proposed rulemaking. All written comments must be
directed to the undersigned and must be delivered on or before October 23, 2013.
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DATED this 30" day of August, 2013.

Mark Johnston, R.Ph.
Executive Director

Board of Pharmacy

1199 W. Shoreline Ln., Ste. 303
P. O. Box 83720

Boise, ID 83720-0067
Telephone: (208) 334-2356
FAX: (208) 334-3536

THE FOLLOWING ISTHE PROPOSED TEXT FOR DOCKET NO. 27-0101-1301

004. INCORPORATION BY REFERENCE.
No—deeurents-have FDA’'s Compliance Policy Guidance for FDA Staff and Industry, Sec. 460.200, Pharmacy
Compounding, Appendix A (Reissued May 29, 2002) has been incorporated by reference into these rules.

@212 )

(BREAK IN CONTINUITY OF SECTIONS)

010. DEFINITIONS AND ABBREVIATIONS (A -- ).

01. Accredited School or College of Pharmacy. A school or college that meets the minimum
standards of the ACPE and appears onits list of accredited schools or colleges of pharmacy. (3-21-12)

02. ACPE. Accreditation Council for Pharmacy Education. (3-21-12)
03. Acute Care Hospital. A facility in which concentrated medical and nursing careis provided by, or

under the supervision of, physicians on a twenty-four (24) hour basis to inpatients experiencing acute 1llnesses.
(3-21-12)

04. ADS -- Automated Dispensing and Sorage. A mechanical system that performs operations or
activities, other than compounding or administration, relative to the storage, packaging, dispensing, or distribution of

drugs and that collects, controls, and maintains transaction information. (3-21-12)
05. CDC. United States Department of Health and Human Services, Centers for Disease Control and
Prevention. (3-21-12)
06. Central Drug Outlet. A resident or nonresident pharmacy, drug outlet or business entity
employing or contracting pharmacists to perform centralized pharmacy services. (7-1-13)
07. Central Pharmacist. A pharmacist performing centralized pharmacy services. (7-1-13)
08. Central Pharmacy. A pharmacy performing centralized pharmacy services. (7-1-13)
09. Centralized Pharmacy Services. The processing by acentral drug outlet or central pharmacist of a

request from another pharmacy to fill, refill, or dispense a prescription drug order, perform processing functions, or
provide cognitive or pharmaceutical care services. Each function may be performed by the same or different persons
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and at the same or different locations. (7-1-13)

10. Change of Ownership. A change of magjority ownership or controlling interest of a drug outlet
licensed or registered by the Board. (3-21-12)

11. Charitable Clinic or Center -- Authorized Personnel. A person designated in writing and
authorized by the qualifying charitable clinic or center’'s medical director or consultant pharmacist to perform
specified duties within the charitable clinic or center under the supervision of a pharmacist, physician, dentit,
optometrist, physician assistant, or an advanced practice professional nurse with prescriptive authority. (3-21-12)

12. Chart Order. A lawful drug order for a drug or device entered on the chart or a medical record of
an inpatient or resident of an institutional facility. (3-21-12)
13. CME. Continuing medical education. (3-21-12)

14. COE -- Central Order Entry. A pharmacy that processes information related to the practice of
pharmacy, engages solely in centralized prescription processing but from which drugs are not dispensed, is physically
located outside the institutional pharmacy of a hospital, and is part of a hospital system. (3-21-12)

15. Collaborative Pharmacy Practice. A pharmacy practice whereby one (1) or more pharmacists
jointly agree to work under a protocol authorized by one (1) or more prescribers to provide patient care and DTM
services not otherwise permitted to be performed by a pharmacist under specified conditions or limitations. (3-21-12)

16. Collaborative Pharmacy Practice Agreement. A written agreement between one (1) or more
pharmacists and one (1) or more prescribers that provides for collaborative pharmacy practice. (3-21-12)
17. Continuous Quality Improvement Program. A system of standards and procedures to identify
and evaluate quality-related events and to constantly enhance the efficiency and effectiveness of the structures and
processes of a pharmacy system. (3-21-12)
18. Correctional Facility. Any place used for the confinement of persons charged with or convicted of
an offense or otherwise confined under a court order. (4-4-13)
19. CPE. Continuing pharmacy education. (3-21-12)
20. DEA. United States Drug Enforcement Administration. (3-21-12)
21. Distributor. A supplier of drugs manufactured, produced, or prepared by others to persons other
than the ultimate consumer. (3-21-12)
22. DME. Durable medical equipment. (3-21-12)
23. Drug Order. A prescription drug order issued in the unique form and manner permitted for a
patient or resident of an institutional facility or as permitted for other purposes by these rules. Unless specifically
differentiated, rules applicable to a prescription drug order are also applicable to a drug order. (3-21-12)
24. Drug Product Selection. The act of selecting either a brand name drug product or its
therapeutically equivalent generic. (3-21-12)
25. Drug Product Substitution. Dispensing a drug product other than prescribed. (4-4-13)
26. DTM -- Drug Therapy Management. Selecting, initiating, or modifying drug treatment pursuant
to a collaborative practice agreement. (3-21-12)
27. Emergency Drugs. Drugs required to meet the immediate therapeutic needs of one (1) or more
patients that are not available from any other authorized source in sufficient time to avoid risk of harm due to the
delay that would result from obtaining the drugs from another source. (3-21-12)
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28. Executive Director. The Idaho State Board of Pharmacy executive director created by Sections 54-

1713 and 54-1714, Idaho Code. (3-21-12)
29. FDA. United States Food and Drug Administration. (3-21-12)
30. Flavoring Agent. An additive used in food or drugs when the additive is used in accordance with
the principles of good pharmacy practices and in the minimum quantity required to produce its intended effect.
(3-21-12)
31. Floor Sock. Drugs or devices not labeled for a specific patient that are maintained at a nursing
station or other department of an institutional facility, excluding the pharmacy, for the purpose of administering to
patients of the facility. (3-21-12)
32. FPGEC. Foreign Pharmacy Graduate Examination Committee. (4-4-13)
33. Hazardous Drug. Any drug listed as such by the National Institute for Occupational Safety and
Health or any drug identified by at least one of the following criteria:
a. Carcinogenicity; ( )
b. Teratogenicity or developmental toxicity:; ( )
[ Reproductive toxicity in humans; ( )
d. Organ toxicity at low dosesin humans or animals; ( )
e Genotoxicity; or ( )
f. New drugs that mimic existing hazardous drugs in structure or toxicity. ( )
3A. High Risk Sterile Product Preparation. A sterile drug product that is compounded from
nonsterile components, containers, or equipment and requires terminal sterilization. ( )

335. HIPAA. Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).
(3-21-12)

346. Hospital System. A hospital or hospitals and at least one (1) on-site ingtitutional pharmacy under
common ownership. A hospital system may also include one (1) or more COE pharmacies under common ownership.
(3-21-12)

357. Idaho Sate Board of Pharmacy or Idaho Board of Phar macy. The terms Idaho State Board of
Pharmacy, Idaho Board of Pharmacy, State Board of Pharmacy, and Board of Pharmacy are deemed synonymous and
are used interchangeably to describe the entity created under the authority of Title 54, Chapter 17, Idaho Code. Unless

specificaly differentiated, “the Board” or “Board” aso means the Idaho State Board of Pharmacy. (3-21-12)
36e8. Individually Identifiable Health Information. Information that is a subset of health information,
including demographic information, collected from an individual and that: (3-21- 12)
a. Iscreated or received by ahealth care provider, health plan, employer, or health care clearinghouse;
and (3-21-12)
b. Relates to the past, present, or future physical or mental health or condition of an individual; or the
past, present, or future payment for the provision of health care to an individual that: (3-21-12)
i |dentifies the individual; or (3-21-12)
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ii. With respect to which there is a reasonable basis to believe the information can be used to identify
the individual. (3-21-12)

34. Institutional Pharmacy. A pharmacy located in an institutional facility. (3-21-12)
011. DEFINITIONSAND ABBREVIATIONS (J -- R).

01. LTCF -- Long-Term Care Facility. An institutional facility that provides extended health care to
resident patients. (3-21-12)

02. Mail Service Pharmacy. A nonresident pharmacy that ships, mails, or delivers by any lawful
means a dispensed legend drug to residents in this state pursuant to a legally issued prescription drug order and

ensures the provision of corresponding related pharmaceutical care services required by law. (7-1-13)
03. MPJE. Multistate Pharmacy Jurisprudence Exam. (3-21-12)
04. MTM -- Medication Therapy Management. A distinct service or group of services that optimize

therapeutic outcomes for individual patients. MTM services are independent of, but can occur in conjunction with,
the provision or administration of a drug or a device and encompass a broad range of activities and responsibilities.

The MTM service model in pharmacy practice includes the following five core elements: (3-21-12)
a. Medication therapy review; (3-21-12)
b. Personal medication record; (3-21-12)
C. Medication-related action plan; (3-21-12)
d. Intervention or referral, or both; (3-21-12)
e Documentation and follow-up. (3-21-12)
05. NABP. National Association of Boards of Pharmacy. (3-21-12)
06. NAPL EX. North American Pharmacists Licensure Examination. (3-21-12)
07. NDC. National Drug Code. (3-21-12)
08. Non-Institutional Pharmacy. A pharmacy located in a drug outlet that is not an institutional
facility. (3-21-12)
09. Parenteral Admixture. The preparation and labeling of sterile products intended for
administration by injection. (3-21-12)
10. Pharmaceutical Care Services. A broad range of pharmacist-provided cognitive services,

activities and responsibilities intended to optimize drug-related therapeutic outcomes for patients. Pharmaceutical
care services may be performed independent of, or concurrently with, the dispensing or administration of a drug or
device and encompasses services provided b